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SOLVING THE CANCER CRISIS: COMPREHEN-
SIVE RESEARCH, COORDINATION AND CARE

FRIDAY, JULY 31, 1998

HOUSE OF REPRESENTATIVES,
COMMITTEE ON GOVERNMENT REFORM AND OVERSIGHT,
Washington, DC.

The committee met, pursuant to notice, at 10:05 a.m., in room
2154, Rayburn House Office Building, Hon. Dan Burton (chairman
of the committee) presiding.

Present: Representatives Burton, Gilman, Morella, Miller, Wax-
man, Maloney, and Kucinich.

Staff present: Kevin Binger, staff director; Daniel R. Moll, deputy
staff director; David A. Kass, deputy counsel and parliamentarian;
Laurie Taylor, professional staff member/counsel; Judith McCoy,
chief clerk; Teresa Austin, assistant clerk/calendar clerk; Will
Dwyer, director of communications; Bill Hanka, deputy director of
communications; John Williams, press secretary; Robin Butler, of-
fice manager; Phil Schiliro, minority staff director; Phil Barnett,
minority chief counsel; Cherri Branson, minority counsel; Earley
Green, minority staff assistant; and Ellen Rayner, minority chief
clerk.

Mr. BURTON. The committee will come to order.

Before we start our hearing today, I would like to make mention
of Officer Chestnut, who lost his life last Friday, along with Detec-
tive Gibson, who was buried yesterday at Arlington. We would
have deferred the hearing today except that people were already on
their way and had made plans, and so we do not want this to be
seen as any disrespect whatsoever for Mr. Chestnut, whose funeral
process will be starting shortly.

So I would like for everyone to bow their head for a moment of
silent prayer in remembrance of these two great officers.

Thank you.

Today, we will continue a series of hearings begun earlier this
year focusing on improving access to alternative medical treat-
ments for millions of desperately ill Americans. Today, we will
focus on a disease that we know will kill half a million Americans
this year and will afflict many more Americans. That is cancer.
Cancer is not choosy. It strikes people of all ages, races, and eco-
nomic backgrounds. Cancer now strikes one in three and kills one
in four, and that is up from an incidence on one in four and mortal-
ity of one in five in the 1950’s. So the increase has been substantial
since the 1950’s.

It is with regret that I say again that more than 25 years have
passed since President Richard Nixon first declared war on cancer.
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He predicted a cure in 5 years. So far, cancer has won; and it has
touched probably every family in America one way or another. He
predicted a cure within 5 years. It has not happened. This despite
the fact that the budget of the National Cancer Institute has in-
creased over tenfold, from $223 million in 1971, to an estimated
$2.2 billion in 1998. This rate of increase has occurred in the face
of escalating cancer incidence rates and little improvement in sur-
vival rates. What is more, we seem to be making little progress to-
ward a cure or even in developing promising treatments. This is a
sad commentary, given the billions upon billions of dollars that
have been spent by this Government in the last 25 years to fight
this deadly disease.

There are growing numbers of cancer patients who want and
need options other than that which current conventional medicine
provides to them. There are growing numbers of cancer doctors
who realize that they are not meeting the needs of their patients.
We are going to hear testimony from a cancer doctor today who
tired of signing the hundreds of death certificates which faced him
in his practice over the years, he knew he had to begin searching
for alternatives to save his patients or, at the very least, to salvage
their quality of life. Today he treats cancer patients with a variety
of 1treatments which are nontoxic and produce more positive re-
sults.

In recent years, the media has reported that polls of American
citizens show an astounding 40 to 60 percent have used some form
of alternative therapy. What qualifies as alternative medicine?
Some define it as any kind of treatment that is not taught in con-
ventional medical schools. Most often, it is some therapy that a pa-
tient uses in conjunction with his or her conventional treatment.
Yet, the vast majority do not tell their physicians because they feel
they will reject anything not considered “conventional medical
treatment.” Perhaps we need to address medical education and en-
courage progress and change in that arena also.

In our February hearings, we heard sworn testimony from pa-
tients who feel that alternative and complementary treatment
saved their lives. We will hear more of that today from doctors who
have been stricken with cancer. We will hear the National Cancer
Institute trumpet the minor reduction in certain categories of can-
cer deaths in the last 5 years, but we must wonder if that is, in
fact, tied to the increased use of alternative therapies.

In past hearings, our distinguished ranking member, Mr. Wax-
man, and others pointed out that no matter how successful some
individuals might find these treatments, a crucial piece of the puz-
zle is still missing, and that is scientific research. Without well-doc-
umented data, anecdotes are still just anecdotes. But if research is
properly performed on the therapies that show promise, American
cﬂ;izens will have the information they need to make intelligent
choices.

And if that research is federally supported, as it should be, then
it is much more likely that successful therapies will be more widely
used by physicians across the country, more often reimbursed by
insurance plans and, most importantly, will save more lives. The
intention here is not to throw the baby out with the bath water.
Conventional treatments for cancer have shown to be effective in
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some cases. But more and more doctors are realizing that treating
cancer must involve more than trying to eliminate the cancer cells
with some form of surgery and toxic chemical regime. The use of
complementary treatments, a complete protocol consisting of a
number of therapies and approaches used together, often have
more favorable results.

Finding ways to change life-styles, reduce stress, strengthen rela-
tionships with loved ones and create a fulfilling spiritual life can
boost the immune system and provide a better quality of life and
often a longer life. We will hear from a distinguished doctor this
morning who founded a center for mind-body medicine, and he will
tell us about the necessity of treating the whole patient instead of
just the physical symptoms.

As well, we will hear from a highly respected surgeon with Me-
morial Sloan-Kettering Hospital, who used complementary medi-
cine to treat his own cancer. In fact, three of the four members of
our second panel are physicians, doctors who have suffered from
cancer and bring an enlightened perspective of the necessity of re-
search of these therapies.

Despite the growing popularity and success of alternative and
complementary treatments, some of our government institutions
have resisted that trend. It has been 8 years since the New Eng-
land Journal of Medicine first reported an astounding increase in
the use of alternative medicine, and the Federal Government is
just now beginning to take steps needed to properly research these
treatments.

The Office of Alternative Medicine began in 1992 with minuscule
funding and still receives only a fraction of what is needed to con-
duct meaningful research. But some progress is being made. Last
year, the Office of Alternative Medicine and the National Cancer
Institute brought together approximately 80 experts across the
medical spectrum who made recommendations for how to move for-
ward with research on complementary and alternative treatments
for cancer. Implementing these suggestions has been slow, but it
must be done. And today we have the esteemed directors of both
the National Cancer Institute and the Office of Alternative Medi-
cine to provide us more information on how this research is going
to move forward.

The title of today’s hearing is, “Solving the Cancer Crisis: Com-
prehensive Research, Coordination and Care” because I believe
that the American people have clearly voted with their feet by vis-
iting alternative practitioners by the millions and by their wallets
by spending on alternative treatments in the billions of dollars.

Comprehensive research is imperative to assist the public in
their search for quality treatment. Coordination among agencies at
the National Institutes of Health and among conventional and un-
conventional practitioners is necessary for this research; and, if
done correctly, Americans stricken by cancer will begin to get the
care they deserve.

With that, I yield to my colleague from California, Mr. Waxman.

Mr. WAaXMAN. Thank you, Mr. Chairman.

Today’s hearing comes on the heels of last week’s hearing in the
Commerce Subcommittee on Health and Environment regarding
the state of cancer research. The best and brightest cancer re-
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searchers in the United States testified about recent progress in
new cancer treatments, prevention and research. The National
Cancer Institute provided a global overview of our public portfolio
of cancer research. It was a highly educational hearing.

Today’s hearing examines just one thread of the fabric of re-
search and care described last week. Alternative medicines and
therapies are but one of many areas of investigation and are eligi-
ble for public funding.

Earlier this month, the Institute of Medicine released a report on
priority setting in NIH research funding. The report recommended
that NIH “more fully engage the public” in its priority-setting by
establishing a council of public representatives and offices of public
liaison at each institute.

In this respect, alternative medicines already enjoy substantial
institutional representation at NIH. In the past, Congress has cre-
ated an Office of Alternative Medicine and an Office of Dietary
Supplements reporting directly to the NIH Director; and I would
like to submit information regarding both offices following my
statement for the hearing record.

More importantly, the Institute of Medicine emphasized that
NIH should continue to use science-based criteria and robust anal-
ysis of health statistics to determine how to allocate its funding
and which scientific opportunities to target to determine how to al-
locate its funding and which scientific opportunities to grant
awards and contracts.

On this point, there is almost universal agreement. Science must
decide how NIH invests our public dollars—not anecdote, not wish-
ful thinking, but science.

In the realm of cancer research, that means alternative medi-
cines must compete shoulder to shoulder on the basis of scientific
scrutiny against Taxol, genetically tailored antibodies, recombinant
breast cancer vaccines and the many other promising areas of re-
search described last week by our country’s leading cancer re-
searchers.

I believe that NIH has done a good job of balancing our country’s
many health needs in defining our country’s biomedical research
portfolio, but clearly more can be done. And I encourage Dr.
Klausner and Dr. Varmus to pay heed to the IOM’s recommenda-
tion.

Before yielding back my time, I just want to make a comment.
This week is the anniversary of the only tobacco legislation the
Congress is going to pass, and that was a provision snuck into the
Balanced Budget Act that gave the tobacco companies a $50 billion
tax break.

The reason I point that out is that, if we had a serious effort to
reduce smoking in this country, the cancer rates would plummet.
We would be talking about the great success of the war on cancer.
Yet the Congress has been unwilling to do anything to offend the
tobacco companies—for good reason. The leadership in the House
of Representatives has received millions of dollars from the tobacco
companies, and they do not want to offend those contributors.

So the only bill that we saw passed was one that was snuck into
law giving the tobacco companies this huge break. It is the kind
of thing that a committee looking at campaign finance abuses
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ought to be investigating. But this committee has not looked at
that issue.

The reason I point that out is that it is easy to complain that
research and science has not given us the ways to stop cancer, but
we know ways that we could stop cancer and prevent it and not
have to struggle with the very difficult problems of cures and con-
trol. So it seems to me we ought to put this in perspective.

We want more research. We are willing to spend taxpayers’ dol-
lars to try to give us the hope of the way to deal with this disease.
But we know already a way to deal with the disease that would
be very, very successful, and the Congress of the United States has
refused to act.

I welcome Dr. Klausner and the rest of our witnesses. I look for-
ward to their testimony. And I yield back the balance of my time.

Mr. BURTON. I thank the gentleman.

[The prepared statement of Hon. Henry A. Waxman follows:]



STATEMENT OF CONGRESSMAN HENRY A. WAXMAN
HEARING ON "SOLVING THE CANCER CRISIS:
COMPREHENSIVE RESEARCH, COORDINATION AND CARE"
2154 Rayburn House Office Building
Friday, July 31, 1998

Mr. Chairman, today's hearing comes on the heels of last week's hearing in the
Commerce Subcommittee on Health and Environment regarding the state of cancer research.
The best and brightest cancer researchers in the United States testified about recent progress in
new cancer treatments, prevention and research. The National Cancer Institute provided a global
overview of our public portfolio of cancer research. It was a highly educational proceeding.

Today's hearing examines just one thread in the fabric of research and care described last
week. Alternative medicines and therapies are but one of many areas of investigation and
eligible for public funding. '

Earlier this month, the Institute of Medicine released a report on priority setting in NIH
research funding. The report recommended that NTH "more fully engage the public” in its
priority-setting, by establishing a council of public representatives and offices of public liaison at
each institute. In this respect, alternative medicines already enjoy substantial institutional
represeatation at NIH. In the past, Congress bas created an Office of Alternative Medicine and
an Office of Dietary Supplements reporting directly to the NIH Director. I would like to submit
information regarding both offices, following my staternent, for the hearing record.

More 1mportantly, the Institute of Medicine emphasized that NIH should continue to use
scicnce-based criteria and "robust analyses of health statistics" to determine how to allocate its
funding and which scientific opportunities to target. On this point, there is almost unjversal
agreement -- science must decide how NIH invests our public dollars.

In the realm of cancer research, that means "alternative” medicines must compete
shoulder-to-shoulder on the basis of scientific scrutiny against Taxol, genetically tailored
antibodies, recombinant breast cancer vaccines and the many other promising areas of research
described last week by our country’s leading cancer researchers.

1 believe that NTH has done a good job of balancing ou:_country's many health needs in
defining our couatry's biomedical research portfolio. But clearly, more could be done. 1
encourage Dr. Klausner and Dr. Varmus to pay heed to the IOM's recommendations.

I welcome Dr. Klausner and the rest of our witnesses, and look forward to their
testimony.
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\V‘L"K»,} ABOUT THE OAM
78] O F FiCE OF ALTERNATIVE MEDICINE]
Tt T General Information
History Purpose Mission
Counci] Charter 1992-1997 Areag
History

The Office of Altemative Medicine (OAM) was initiated through
Congressional mandate under the 1992 National Institutes of Health (NIH)
Appropnations Bill. The NIH is one of eight health agencies of the U S.
Public Health Service and is part of the U.S Department of Heaith and
Human Services (DHHS)

The NIH is one of the world's foremost biomeaical research institutions, and
the Federal focal point for biomedical research in the United States. It
comprises 24 separate |nstitutes, Centers, and Divisions. The CAM is
organized under the Aimwmmﬂ within the

ffi f th r of the NiH

Purpose

The Congressional mandate establishing the OAM stated that the Office’s
purpose is to “facilitate the evaluation of alternative medical treatment
modatlities” to determine their effectiveness. The mandate aiso provides for a
public information clearinghouse and a research training program. The OAM
does not serve as a referral agency for various altemative medical
treatments or individual practitioners. The OAM facilitates and conducts
research. The Office is located on the NIH campus in Bethesda, Maryland.
The QAM Ciearinghouse is located in Silver Spring, Maryland.

Mission

The NiH Office of Alternative Medicine (OAM) facilitates research and
evaluation of unconventional medical practices and disseminates this
information to the public.

Alternative Medicine Program Advisory

Council Charter

The NIH Revitalization Act of 1993 provided for the establishment of a

Program Advisory Council to provide advice to the Director of the OAM. The
approved a charter for the Councit in November 1993,

and the 18-member Council was officially formed in the summer of 1994.

Council members are appointed by the DHHS Secretary. The first meeting
was held in September 1994. The Council meets three times a year.

Fiscal Year Budget

FY1992 FY1993 FY1994 FY1995 FY1996 FY1997
$2M $3.5M $3.5M $5.4M $7.4M SI2M

OAM Program Areas
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The OAM has six functional areas. The foliowing paragraphs describe the
activities within those areas.

Extramural Affairs (Grants)

Sponsored Research

The Office issued its first Request for Applications {RFA) in 1993, for grants
of up to $30.000 each to fund exploratory pilot projects to identify promising
areas of future research. The RFA was unusual in allowing any practitioner,
with or without the backing of a conventional research institution, to apply.

Collaboration between orthodox research investigators and altemative
medical practitioners was encouraged. More than 800 letters of intent were
received, and 452 applications were reviewed — the /argest response to a
single RFA in NiH history. Thirty awards were made in September 1993 and
another 12 in September 1994.

The OAM continues to co-fund research grants as appropriate applications
for research into complementary and alternative medicine are received and
reviewed through the NIH peer review process. Please contact the OAM
Clearinghause to obtain the Research Information Package for more
information.

Altermative Medicine Specialty

Research Center Grants

The OAM has funded 10 Speciajty Research Centers to study
complementary and alternative treatments for specific health conditions.

The Centers form the foundation for conducting ongoing complementary and
alternative medicai research through the NIH.

The Centers will develop a prioritized research agenda, provide technicai

assistance, provide mechanisms for research develiopment, and conduct

collaborative research. Average funding for each Center is approximately

$850.000 aver 3 years. The OAM Speciaity Research Centers are located
at:

Bastyr University
Seattle, WA
Specialty: HIV/AIDS

Beth Israel Hospital, Harvard Medical School
Boston, MA
Specialty: General Medical Conditions

Columbia University College of Physicians and Surgeons
New York, NY
Specialty: Women's Health [ssues
Co-funding: The Office of Research on Women's Health, NIH

Kessler Institute for Rehabilitation
West Orange, NJ
The University of Medicine & Dentistry, Newark, NJ
Specialty: Stroke and Neurolagical Conditions
Co-funding: The National Institute of Child Health and Human
Development, NIH

Hennepin County Medical Center/University of Minnesota
Medical School

Minneapolis, MN

Specialty: Addictions
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Stanford University
Palo Alto. CA
Specialty: Aging

University of California at Davis
Davis, CA
Specialty: Asthma, Allergy, and Immunology

University of Maryland School of Medicine
Baitimore, MD
Speciaity: Pain
Co-funding: The National Institute of Arthritis and
Musculoskeletal and Skin Diseases, NIH

University of Texas Heaith Science Center
Houston, TX
Specialty: Cancer
Co-funding: The National Cancer Institute, NIH

University of Virginia School of Nursing
Charlottesville, VA
Specialty: Pain
Co-funding: The National institute of Dental Research, NIH

Research Database and Evaluation

The Research Database Program provides an infrastructure for identifying
and organizing the scientific literature on complementary and aitemative
medical practices.

Its goal is to establish a comprehensive electronic bibliographic database of
this literature. This effort entails examining and further developing the
classification system used to categorize information about complementary
and alternative medical practices, maintaining a comprehensive list of
journals that publish research on these practices, and expanding the
terminology used to classify this research.

The literature identified from the database will serve as an ongoing source of
information for scientists, researchers, practitioners, and the public. The
OAM has an internal research database with more than 100,000 specific
citations on complementary and altemative medical topics.

The Eyalyation Program develops rigorous evaluation methods and applies
them to the appraisal of complementary and alternative medical scientific
literature. The Program will detail systematic evaluation methods appropriate
for studies of complementary and alternative medical practices. These
methods will be applied to evaluate bodies of scientific evidence on these
practices. The Program is implementing a process for developing systematic
reviews and meta-analyses of complementary and alternative medical
scientific literature.

OAM Clearinghouse and Media Relations

The QAM Clearinghouse disseminates information to the public, media, and
heaith care professionals to promote awareness and education about
complementary and alternative medicine research.

The Clearinghouse provides several

The Clearinghouse also provides a toll-free telephone service for public
inquiries about OAM research and general information about complementary
and altermative medicine. This tol-ree number is (888) 644-6226. The
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service does not provide medical referrals to individual practitioners of
alternative medicine. The Clearinghouse is located in Silver Spnng,
Maryland.

The Media Relations area facilitates accurate coverage and follow-up of
relevant stories with the news media, and provides information about the
OAM and its cufrent activities to mass media audiences.

International and Professional Liaison

The Injernauonal and Professional LiaisQn Program supports and facilitates
cooperauve efforts in research and education in compiementary and
alternauve medicine approaches worldwide, and with professional
organizations across the United States. The OAM was recently designated
as a World Heaith Organization Collaborating Center in Traditional Medicine.
The OAM is 1 of 19 established research centers that are active worldwide
in all phases of traditional. aiternative, and complementary medicine.

Research Development and Investigation

The Research Development and Investigation Program screens, prioritizes,
and provides technical support to the most promising domestic and
international research opportunities in complementary and alternative
medicine. It provides technical assistance in research education, networks
experts in complementary and altemnative medicine and research methods.
and brings together researchers to prepare for grant applications.

Intramural Research Training

The Intramural Research Training Progeam provides a foundation for
scientists to conduct basic and clinical research in complementary and
alternative medicine at the NIH. Three to S-year post-doctoral training
positions gives researchers the opportunity to execute basic and clinical
research in complementary and alternative medicine at the NIH. Initially, the
program is limited to clinicians who are board certified in the United States
(Individuals with 3 Ph.D. are also eligible).

Other OAM Activities

A major function of the OAM is to facilitate the evaluation of various
alternative treatment modalities through [nstitutes and Centers within the
NIH.

This cooperation is based on weil-established expertise and encourages
collaboration on projects of mutual interest. The OAM has established a
network of coordinators in the NIH Institutes, Centers, and Divisions to assist
in problems related to the evaluation of alternative medicine practices.
Govemment agencies with which the OAM works include:

* Agency for Health Care Policy and Research
¢ Depariment of Defense

¢ Food and Drug Administration

+ Health Care Financing Administration Agency
¢ Centers for Disease Control and Prevention

The OAM holds regular meetings with the FDA to enlist its cooperation in
re-evaluating current rules and regulations goveming research on and use of
devices, acupuncture needles, herbs, and homeopathic remedies. The OAM
also has corresponded with many alterative medical organizations
providing them with information about research support and development.
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OFFICE OF

DIETARY About 0DS

SUPPLEMENTS

The ODS is a Congressionally mandated office in the Office of the
Director, National Institutes of Health (NTH). As an NIH office, the
ODS embraces the overall mission of NIH:

"...t0 uncover new knowledge that will lead to better health for
everyone.”

NIH works toward that mission by:

"...conducting and supporting research, helping to train research
investigators: and fostering communication of biomedical
information.”

The goal of NIH research is:

“...l1o acquire new knowledge to help prevent, detect, diagnose. and
treat disease and disability, from the rarest genetic disorder 10 the
common cold."

The QDS supports research and disseminates research resuits in the
area of dietary supplements. The ODS also provides advice to other
Federal agencies regarding research results related to dietary
supplements. Each of the links below provide more detailed
information about the ODS.

For more information about the ODS and its activities, please
contact the office at the following address:

Office of Dietary Supplements
Nationat Institutes of Health
Building 31, Room 1B25

31 Center Drive, MSC 2086
Bethesda, Maryland 20892-2086
Tel: (301) 435-2920
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Fax: (301) 480-1845
E-mail: ods@nih.gov

Select a destination I+ |Go
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QDS Home - Search - Question Index - Site Map - IBIDS - CARDS - NIH Home

Why was the ODS started?

Dietary suppiements can have an important impact on the
prevention and management of disease and on the maintenance of
health. Dietary supplements in the United States are usually defined
as comprising plant extracts, enzymes, vitamins, minerals, and
hormonal products that are availabie without prescription and may
be consumed in addition to the regular diet.

Considerable research on the effects of dietary supplements has
been conducted in Asia and Europe where plant products, in
particular, have a long tradition of use. However, the overwhelming
majority of supplements have not been studied scientifically. It is
important to conduct objective research to determine the benefits
and risks of promising dietary supplements and to interpret data for
the public.

Recogmzmg these issues, Congress in November 1994 passed

-417
AQ{_LQS_H_EA_). This bill amended the Food, Drug, and Cosmetic Act
and focused on further defining aspects of that law that related to
the definition, regulation, and labeling of dietary supplements.
DSHEA included authorization for the creation of the Office of
Dietary Supplements (ODS) at the NIH and a Presidential
Commission on Dietary Supplement Labels. The ODS was formally
established on November 27, 1995 within the Office of Disease
Prevention, Office of the Director, at the National Institutes of
Health. Bernadette M. Marriou, Ph.D. was appointed Director of the
ODs.
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What is the Congressional mandate for the ODS?

In the Di ion A
Congress stated specific activities or mandates for the ODS and the
Director of the office.

¢ Explore the role of dietary supplements to improve health
care.

* Promote scientific study of dietary supplements in
maintaining health and preventing chronic disease.

¢ Conduct & coordinate research on dietary supplements at
NIH.

¢ Collect & compile databases of federally funded research &
scientific papers on dietary supplements.

¢ Coordinate funding for research on dietary supplements at
NIH.

* Provide advice to other HHS agencies related to dietary
supplements.
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What does the ODS do?

To explore the roie of dietary supplements in the improvement of
health care, the ODS plans, organizes, and supports conferences,
workshops, and symposia on scientific topics related to dietary
supplements. The ODS can initiate such activities but more often
the ODS works in conjunction with other NTH Institutes and
Centers, other government agencies, professional organizations, and
public advocacy groups. The specific goals and outcomes of these
convening activities vary with the scientific topic.

QOccasionally, the ODS will sponsor large conferences to provide an
overview of a scientific area and to bring together scientists and
professionals from different disciplines with the goal of identifying
gaps in research and joint directions for future endeavors.

As an example, on June 3-4, 1996 a major two-day workshop, 77e
Role of Dietary Supplements for Physically Active People, was
sponsored by the ODS in conjunction with the American I[nstitute of
Nutrition and the Amenican Society for Clinical Nutrition. This
workshop was also cosponsored by 11 of the NIH Institutes and
presented a state-of-the-art scientific review of dietary supplements
as they may enhance the health of people who actively engage in
exercise or recreational sports. The proceedings of this workshop
will be published as a supplement to the American Journal of
Clinical Nutrition. A Program with Abstracts and Bibliography of

published articles was prepared for this workshop.

More typically the ODS sponsors or co-sponsors small workshops
to promote scientific study of dietary supplements in a specific
scientific area of dietary supplement research. In 1996 and 1997 for
example, the ODS co-sponsored two workshops that were initiated
by the National Institute on Aging: Melatonin and Sleep and
Melatonin and Aging. The ODS 1s also co-sponsoring 15 similar
conferences or workshops in 1998 that were initiated by various
NIH Institutes and Centers in response to a request from the ODS.
These conferences are described in more detail in

Accomplishments.

As an office in the Office of the Director at NIH, the ODS does not
have the authority to directly fund investigator-initiated research
grant applications. Instead the ODS conducts research either
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through contracts such as the Public Information Center Needs
Assessment Survey (link) that was initiated by the ODS and is being
conducted on contract and in collaboration with the USDA, or by
funding grants to scientific investigators in cooperation with the
Institutes and Centers at NTH, such as the Research Enhancement
Awards Program (REAP).

To coordinate research and coordinate funding for research on
dietary supplements at NIH, the ODS has established a Dietary
Supplements Liaison Group, which consists of members appointed
by the directors of the Institutes and Centers at NTH. This group
meets periodically throughout the year and is in the process of
developing a workable mechanism for trans-NIH research
coordination on Dietary Supplements.

The ODS also serves as a member of the NIH Nutrition Research
Ceordinating Committee (NCC) that is managed through the NTH
Division of Nutrition Research Coordination. The NCC serves to
coordinate all nutrition research at NIH and provides a regular
forum for Institute and Center dialogue about scientific issues
related to nutrition, diet and health. Dr, Van Hubbard directs the
Division of Nutrition Research Coordination. In addition, the NCC
staff provides the link to the Department of Health and Human
Services interagency Nuirition Policy Board, which coordinates
nutrition research among the public health agencies and the
Interagency Committee on Human Nutrition Research (ICHNR),
which coordinates nutrition research at the federal level. The
ICHNR functions as a subcommittee of the Committee on Health,
Safety and Food of the National Science and Technology Council in
the Office of the President.

To fulfill the Congressional directives to collect and compile
databases of federally funded research and scientific papers on
dietary supplements the ODS is developing the two
databases--CARDS and [BIDS.

To provide advice to other HHS agencies and Congress related to
dietary supplements the ODS answers inquiries, writes reports,
makes presentations, and participates in interagency committee
activities on a regular basis.

Select a destination_
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Mr. BURTON. We will recognize the chairman of the International
Relations Committee, Mr. Gilman.

Mr. GILMAN. Thank you, Chairman Burton, for bringing these
talented people together. These panels before us are so important
in this critical issue.

Studies have found that, as you have indicated, more than 40
percent of all Americans have been trying complementary and al-
ternative medical treatments and have been seeking out the advice
of physicians with regard to these treatments. And many individ-
uals who have suffered through the agonizing effects of traditional
cancer treatments, such as chemotherapy and radiation, are now
turning to the complementary and alternative treatments like
herbal therapy, meditation and nutritional therapy.

It is regrettable that research and studies that are done in our
Nation do not focus on complementary and alternative forms of
medicine enough. This collaboration between the National Cancer
Institute and the Office of Alternative Medicine is the perfect op-
portunity, I think, for the medical world to take important strides
in conquering the problems that we are confronted with as a result
of cancer.

It is clear that straightforward attempts to cure cancer can and
do work. Yet alternative forms of treatment can help our patients
in conjunction with more commonly used remedies.

There are many nations that accept alternative medicine and
rely on it regularly. But our Nation has always put a stigma on al-
ternative medicine; and, as a result, funding for alternative studies
has been difficult to acquire.

Significant achievements are being made in the cure for cancer
that are occurring overseas, in Europe and Asia. And it is long
overdue I think for our Nation to work together with its foreign
counterparts sharing information, sharing strategies, and looking
for better treatment.

Some cancer patients in our Nation have the ability to travel
overseas to receive alternative treatments, but we should be able
to offer all Americans that opportunity to access all forms of treat-
ment both traditional and alternative, and we should pool our re-
sources to create affordable, beneficial alternatives to common can-
cer treatments and alternative from which all cancer patients could
benefit from.

We need to commit to a joint effort between NCI and OAM and
pledge to commit a percentage of NIH's budget to this cooperative
venture. Both organizations can benefit by working together, and
the cancer patients in our Nation will receive the best of care and
treatment that today’s physicians and scientists have to offer.

I thank the gentleman for yielding the time, and I look forward
to hearing the testimony today.

Mr. BURTON. Thank you, Mr. Chairman.

We will have other Members, I presume, that will come in from
time to time. I ask unanimous consent that all Members and wit-
nesses’ written opening statements be included in the record; and,
without objection, so ordered.

[The prepared statement of Hon. Christopher Cox follows:]
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OPENING STATEMENT OF REP. CHRISTOPHER COX
VICE-CHAIRMAN, COMMITTEE ON
GOVERNMENT REFORM AND OVERSIGHT

JULY 31, 1998

HEARING ON NCI RESPONSE TO ALTERNATIVE TREATMENTS FOR CANCER

Mr. Chairman, thank you for holding this hearing

today.

The question before us today is: what is the
National Cancer Institute doing to advance research in

the area of complementary and alternative medicine?

An increasing number of severely-ill patients are
turning to alternative forms of medical treatment,
after finding more traditional medicine to be
unsuccessful. In fact, the New England Journal of
Medicine has reported that more than one out of every
cthree Americans have at some time relied on an

alternative form of medical treatment.

At this Subcommittee’s hearing in February of this
year, Rep. DeFazio discussed H.R. 746, the Access to
Treatment Act, legislation he has introduced and of

which I am an original sponsor.
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As introduced, the Access to Medical Treatment Act
would ensure that individuals are free to choose to be
treated by any legally authorized health care
practitioner with any method of medical treatment- -
provided that there is no evidence that the treatment
causes harm, and that the patient is fully informed

about any possible side effects.

However, in order for doctors to know for sure
that an alternative treatment does not cause harm and
to then inform patients about possible side effects,
agencies like the National Cancer Institute must
research the treatments. I look forward to hearing
from the Institute’s representatives about why that is

not happening.

Thank you Mr. Chairman.
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Mr. BURTON. I also ask unanimous consent that all articles, ex-
hibits and extraneous or tabular material referred to be included
in the record; and, without objection, so ordered.

Would you gentlemen please rise? We have a habit of swearing
everyone in.

[Witnesses sworn.]

Mr. BURTON. Do you have an opening statement, Dr. Klausner
or Dr. Jonas?

STATEMENT OF RICHARD KLAUSNER, M.D., DIRECTOR,
NATIONAL CANCER INSTITUTE, NIH

Dr. KLAUSNER. Good morning, Mr. Chairman, Mr. Gilman.
Thank you for giving us this opportunity. I am pleased to be here
today on behalf of the National Cancer Institute to talk about the
evaluation of complementary and alternative medicine in cancer.

I am particularly pleased because a lot is happening, a lot is
changing along the lines of what both you and Mr. Gilman have
talked about; and that is the need to work together across these
communities.

Let me emphasize at the start that the basic tenet at the NIH
is to employ rigorous methodologies to reach conclusions based on
evidence and not on belief. That is what we owe our patients. It
is through such methodologies that the intersection between so-
called traditional and so-called alternative and complementary, or
CAM, medicine must be sought. Standards of evidence cannot be
compromised. And I am pleased that on this crucial point I and my
colleagues in the CAM community agree.

NCI has been and is awarding more grants to support high-qual-
ity, CAM-related research projects, examining the effects of dietary
interventions and treatments in prevention; projects examining the
therapeutic effects of vitamins and minerals; and studies in stress
and pain management to enhance the quality of life of cancer pa-
tients, in addition to the question about the length of survival.
Also, to look at natural inhibitors of carcinogenesis.

Now those of us who are dedicated to eradicating cancer have at
least two reasons to be open to the evaluation of nontraditional
therapies: First, we will not be successful in alleviating cancer un-
less we are open to new ideas. We have learned through history
that anecdotes and folk traditions have often guided us to real and
effective therapies.

Second, as you have pointed out, many people avail themselves
of complementary and alternative medicine, and those people rea-
sonably ask who is providing evidence as to whether they help,
whether they do not do any good, or even whether they harm. The
challenge is, how do we best go about choosing which complemen-
tary and alternative medicines to evaluate through rigorous clinical
trials and, importantly, how do we design those trials that they
yield timely and credible results to all communities involved?

Let me emphasize that an evidence-based approach to evaluating
therapies must be imposed on every step that leads us to initiate
a trial. There are thousands of potential therapies for these hun-
dreds of diseases we call cancer, and that number multiplies in the
nearly endless combinations that could be tested. The result and
the reality is only a tiny fraction of what is possible, whether from
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traditional or nontraditional approaches, can be brought to clinical
trial; and, therefore, at every step we need mechanisms to evaluate
the weight of evidence supporting an intervention. The rationale
behind it must be evaluated to prioritize which approaches we
move forward with.

The challenge before us, which I think we can meet, is to assure
that complementary and alternative approaches have real, credible
and fair access to the same processes of evidence and review that
all interventions must live up to.

The NCI is moving guickly to develop CAM information and ex-
pand research opportunities for CAM investigators. The activities
have broadened in scope and include increased collaboration with
Dr. Jonas and his office, the careful evaluation of CAM therapies
and, importantly, the development and dissemination of accurate
information for the public.

While it is true that the relationship between the CAM commu-
nities and the NCI has been distant, at best, I feel we are truly
and finally moving beyond that. There is a real commitment by the
NCI to change that, to listen and to inform, as well as to speak.

We are in the final stages of appointing for the first time an indi-
vidual at the NCI to be the coordinator for CAM therapies and
evaluation, a position that has never before existed. This individual
will have the responsibility and primary interest of developing rela-
tions with the CAM community and to function as a liaison be-
tween the Institute and the NCI research community on behalf of
the CAM community to encourage collaboration and joint research
initiatives.

As you know, we are also working with the OAM, the Office of
Alternative Medicine, to implement the recommendations of the
practice outcomes monitoring evaluation system through the devel-
opment of the Cancer Advisory Panel, CAP, for complementary and
alternative medicine; and I think Dr. Jonas will talk about that.

What we think this is going to do is provide us with a group of
experts in both complementary and traditional medicine to work to-
gether, to learn to work together, to be an open door, to bring in
ideas, to look at the literature, to make sure that individuals with
ideas and interventions feel welcome to come in to learn to present
those interventions in a way that the evidence can be evaluated so
that we can make decisions about moving on to test those evalua-
tions.

There are multiple examples of that. We do not have the time
to go through all of them. But I will point out one that the NCI
and OAM have moved quickly to support, and that is the evalua-
tion at the Columbia Cancer Center of Dr. Gonzalez’s therapy. I
point that out because we will be hearing more about that later.

Of real importance to us is that the public has available accurate
and up-to-date information about CAM therapies as well as about
traditional therapies, and NCI has recently taken steps to assure
that this information receives not blanket negative judgment but
the same open consideration as conventional approaches both in
our evaluation and dissemination.

Detailed CAM summaries are now being prepared for cancer
therapies identified by the Cancer Information Service, along with
the OAM clearinghouse, as being of public interest. The develop-
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ment of these summaries will follow the exact same model that
goes for conventional therapies, including specific trial results, the
references to the published literature, and review by the appro-
priate editorial boards that we have for reviewing all of our ap-
proaches to therapy, prevention, as well as supportive care.

The PDQ Editorial Board will now be supplemented with individ-
uals from the CAM community, and we have been provided with
a list of names of recommendations of individuals from Dr. Jonas
and Dr. Chung at the OAM.

Several months ago, as a result of my own concerns as well as
the constructive input from the CAM community directly to me, we
removed from the NCI web site all previous CAM information that
we really felt was very judgmental and did not represent the open-
ness that we are striving for, creating new information that treats
CAM dispassionately and fairly.

We will establish at the NCI a prominent lecture as part of the
medical Grand Rounds series in our Division of Clinical Sciences
open to all members of the NCI and NIH community about CAM
approaches. We think this is important as a way to disseminate in-
formation but very important as a statement of the importance of
inviting individuals from that community to work with us.

We are discussing, as we have talked about with Dr. Barnett
Kramer, the editor of the Journal of the National Cancer Institute,
the possibility of instituting a regular feature on CAM and cancer.
In my opinion, this will be very useful. This is an independent en-
tity, even though it is called the JNCI, and the decision about how
this ought to be done will have to rest with Dr. Kramer and his
editorial board, although I am very supportive.

As the Director of the NCI, I have a strong commitment to im-
proving our relations and to eliminating as best as possible the ten-
sion between the research communities. But in research commu-
nities, tensions will remain, arguments will continue. I think that
ought to be done on a healthy and mutually respected level. Both
communities share a common and admirable but extremely difficult
goal: to cure cancer. We will only get there through rigorous objec-
tive and dispassionate accumulation of evidence, not through anec-
dote, belief and philosophy.

I believe that the NCI and the OAM are working together in a
way that will successfully bring the power of science to alleviate
thtz1 suffering of cancer. It is vital that we work together to that
end.

If T could just add, I actually fully agree with you. And the rea-
son NCI exists is not to defend the treatments we have but because
we all agree our treatments are inadequate, not for all cancers. I
think actually we have made real progress. It is frustrating to all
of us that it is not fast enough. They are too toxic. They are not
specific.

My explicit goal as Director of the NCI is to have us move from
a real understanding of science to not guesswork and empiricism
about the development of therapies, be they traditional or nontradi-
tional, but to therapies that are specific, that are targeted, that we
know will work the way we expect our cars to be fixed. We go after
the ?peciﬁc machinery. And we are doing that. We have many ex-
amples.
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There has been a lot of progress. Much of that progress has been
hard to see because we have had to invest in understanding these
diseases which are so complex. And I would be delighted to answer
questions about that and how we are moving forward.

Thank you very much.

Mr. BURTON. Thank you, Dr. Klausner.

[The prepared statement of Dr. Klausner follows:]
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Qpening Statement

Good morning. I am pleased to be here today to talk with you about the National
Cancer Institute (NCI) and the evaluation of complementary and alternative medicine in cancer.
1 am pleased because we recognize that this is an important and challenging issue, and we have
been taking steps to significantly alter our approaches to complementary and alternative
medicine.

I am also pleased to be able to say unequivocally that this Nation is experiencing real
progress against cancer. This is evident in our cancer incidence and death rates, which are
declining. Between 1990 and 1995, these rates dropped for all cancers combined and for most
of the top 10 cancer sites, reversing an almost 20-year trend of increasing cancer cases and
deaths in the United States.

After increasing 1.2 percent per year from 1973 to 1990, the incidence rate for all
cancers combined declined an average of nearly 1 percent per year between 1990 and 1995.
The rates declined for most age groups, for both men and women, and for most racial and
ethnic groups. The exceptions were black males, when the rates continued to increase, and
Asian and Pacific Islander females, when the rates were level. The overall death rate declined
an average of 0.5 percent a year from 1990 to 1995, with the declines greater for men than for
women. The only racial and ethnic group not included in the downturn was Asian and Pacific
Islander females.

We realize that these declines, while encouraging, must be accelerated and extended so
that all of our population benefits.

R o U ing C.

As we understand the nature of cancer, we understand that it is a unique set of diseases,
and that the answers to cancer are related to the most fundamental mysteries of Jife itself. We
know that cancer is not one disease, but at least 100 different diseases that share certain
features. Because of this it is unlikely that one magic bullet will solve the problem.

The most remarkable progress in the past 25 years has been in our knowledge of cancer
biology. We are dramatically ex